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SUBJECT: RECALL OF INCORRECTLY MANUFACTURED AND INCORRECTLY 
LABELED MEDICAL DEVICE 

REF: STATE 004097 (NOTAL) 

1. MR. A. SABATO, MARKET MANAGER OF MILES ITALIAN A DIVISIONE 

AMES, MILAN, INFORMED CONGEN THAT NOTICE TO QUARANTINE AND INSPECT 
(NOT RECALL) WAS RECEIVED FROM THE EUROPEAN HEADQUARTERS OF 
MILES LABORATORIES IN SLOUGH, ENGLAND BY TELEX ON OCTOBER 22, 

1974. CONSEQUENTLY, THE FOLLOWING DAY SABATO ADVISED THE 
HOSPITALS WHERE THE BLOOD ANALYZERS ARE LOCATED AND THE MEDICAL 
REPRESENTATIVES EMPLOYED BY MILES IN ITALY TO CHECK THE ANALYZERS. 
A CHECK WAS ALSO MADE IN THE MILES LABORATORIES ON THOSE BLOOD 
ANALYZERS THEN IN STOCK. IN ALL CASES NO DEFECTIVE DIAL 
FACES WERE FOUND UPON INSPECTION. 

2. SABATO ALSO ADVISED THE MILES REPRESENTATIVE IN CYPRUS 
(WHICH IS THE ONLY COUNTRY IN HIS AREA IN ADDITION TO ITALY WHERE 
THE BLOOD ANALYZERS ARE LOCATED). THIS ADVICE WAS EFFECTED BY 
TELEPHONE, AS NO OTHER MEANS OF COMMUNICATION WAS POSSIBLE 
BECAUSE OF THE THEN SITUATION IN NICOSIA. OF THE 2 BLOOD ANALYZERS 
THEN IN CYPRUS ONLY ONE WAS IN USE. THIS HAS BEEN CHECKED BY 

THE CYPRUS REPRESENTATIVE WHO IS 

THE CYPRUS PHARMACEUTICAL ORGANIZATION LTD. 

PAPAELLINA HOUSE 
KING PAUL I ST. 
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NO DEFECTIVE DIAL FACES WERE FOUND UPON INSPECTION. 

3. THE CONGEN EMPHASIZED THE WORDING OF THE REFTEL, 

I.E. RECALL AND NOT INSPECTION. MR. SABATO HAS PROVIDED THIS 
OFFICE WITH A COPY OF THE TELEX OF OCTOBER 22. 1974 WHICH IN 
FACT SPEAKS OF QUARANTINE AND INSPECTION AND EVENTUAL EXCHANGE 
AND NOT RECALL. 

AFTER OUR FIRST CONTACT WITH MR. SABATO HE HAS SPOKEN WITH HIS 
EUROPEAN HEADQUARTERS IN SLOUGH FOR A CLARIFICATION. MR. SABATO 
HAS NOW INFORMED US THAT SLOUGH REPLIED "RECALL MEANS TAKE 
CORRECTIVE ACTION, AND THIS IS THE UNDERSTANDING WITH THE FDA." 

FINA 
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